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V(grobce / Manufacturer:

SRN:

MacroArray Diagnostics (MADx)
Lembéckgasse 59, Top 4
1230 Vienna, Austria

AT-MF-000030541

Prohlasujeme, Ze toto EU prohlaseni o shodé vydavame na vlastni odpovédnost a Ze niZze uvedené diagnostické
zdravotnicke prostfedky in vitro spliiuji vSechna ustanoveni nafizeni (EU) 2017/746 a pfisludnich pravnich predpist,

které se na né vztahuji.

We declare that this EU declaration of conformity is issued under our sole responsibility and that the below
mentioned in vitro diagnostic medical devices meet all the provisions of the Regulation (EU) 2017/746 and the

applicable legislation which apply toit.

Produkty / Products:

Zamysleny ucel / Intended Purpose:

Klasifikace rizik a pravidla /
Risk Classification & Rule:

Posuzovani shody / Conformity
Assessment:

Platné pravni predpisy /

MAX 45k
(REF 16-0000-01, Z&kladni UDI-DI / Basic UDI-DI: 91201229216K3, UDI-
DI (GTIN): 9120122921609)

The MAX 45k is an instrument and intended as accessory to ALEX
technology-based products. The VD medical product automatically
processes ALEX technology-based arrays and acquires pictures of those.
The product is used by trained laboratory personnel and medical
professionals in a medical laboratory.

Class A, Rule 5b

V souladu s nafizenim (EU) 2017/7486, E\. 48 odst. 10 a pfilohou [I+lIl. / In
accordance with Reg. (EU) 2017/746 Article 48 (10) and Annex |1+l

V(3e popsané diagnostické zdravotnické prostfedky in vitro jsou v souladu s
nasledujicimi prévnimi predpisy: Nafizeni (EU) 2017/746, nafizeni (ES) €.
765/2008.

Applicable Legislation: The in vitro diagnostic medical devices described above are in conformity
with the following legislations: Regulation (EU) 2017/746, Requlation (EC)
76 :
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Version Description Replaces
01 Kompletni prepracovéni pro IVDR podle AA_24042020 Umstellung auf IVDR Former version
02 preklad; pridéna SRN 01
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Declaration of Conformity MAX 45k
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